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Box No. II Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet) 


This international search report has not been established in respect of certain claims under Article 17(2)(a) for the following 


1. Q Claims Nos.: 




because they relate to subject matter not required to be searched by this Authority, namely: 


2. Q Claims Nos.: 




because they relate to parts of the international application that do not comply with the prescribed requirements to such 
an extent that no meaningful international search can be carried out, specifically: 


3. \x\ Claims Nos.: 58,59 




because they are dependent claims and are not drafted in accordance with the second 


and third sentences of Rule 6.4(a) 


Box No. Ill Observations where unity of invention is lacking (Continuation of item 3 of first sheet) 


This International Searching Authority found multiple inventions in this international application, as follows: 
See extra sheet 


1 . |x 1 -A- s a U required additional search fees were timely paid by the applicant, this internati 
searchable claims. 


onal search report covers all 


2. | | As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite 
payment of any additional fee. 


3. I""] As only some of the required additional search fees were timely paid by the applicant, this international search report 
covers only those claims for which fees were paid, specifically claims Nos.: 


4. 1 1 No required additional search 'fees were timely paid by the applicant. Consequently, 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 


this international search report is 


Remark on Protest Q xhe additional search fees were accompanied by the applica 


nt's protest. 


|X | No protest accompanied the payment of additional search fe 


es. 
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Supplemental Box 

(To be used when the space in any of Boxes I to VIII is not sufficient) 



Continuation of Box No: III 

The International Searching Authority found multiple inventions in the present application as follows: 

Group 1: Claims 1-10, 56, 57 define an actuator for a heart assist device having first and second body portions in 
which the first special technical features is a shroud or wrap 

Group 2: Claims 1 1-14 define an actuator for a heart assist device having balloon first and second body portions in 
which the second special technical feature is a bushing 

Group 3: Claims 15-41 define a heart assist device having balloon first and second body portions and both the first and 
second special technical features, and could be considered with either group 1 or group 2. It is noted, however, that 
group 1 does not include the second special feature and group 2 does not include the first special feature. 

Group 4: Claims 42-55 define a flexible inflatable balloon for a blood displacing heart assist device having first and 
second body portions in which the third special technical feature is a connecting body portion which is adapted to 
maintain a radius of curvature during movement of the second body portion between deflation and inflation of the 
balloon. 

Group 5: The scope of claim 58 is unclear because of its multiple dependencies. 
Group 6: The scope of claim 59 is unclear because of its multiple dependencies. 



The features held in common by the claims are a balloon having first and second body portions which does not provide 
novelty or inventive step for the application because these features are provided by US 4881939, WO 2002/024255 
and WO 2001/013974 as examples only amongst other citations. 

No other feature which could provide novelty or inventive step for the application as a whole is found common to all 
the groups of claims. 



Consequently the application lacks unity of invention. 
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1 . This opinion contains indications relating to the following items: 
Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43to.l (a)(i) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 
Certain documents cited 
Certain defects in the international application 



FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the International 
Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an Authority other than this one to 
be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66.16w(b) that written opinions of this International 
Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the IPEA a 
written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing of Form 
PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220. 
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WRITTEN OPINION OF THE 
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International application No. 
PCT/AU2004/001487 



Basis of the opinion 



With regard to the language, this opinion has been established on the basis of the international application in 
which it was filed, unless otherwise indicated under this item. 

Q This opinion has been established on the basis of a translation from the original language into 

the following language , which is the language of a translation furnished for the purposes of 

international search (under Rules 12.3 and 23.1(b)). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the 
claimed invention, this opinion has been established on the basis of: 

a. type of material 

| | a sequence listing 

| [ table(s) related to the sequence listing , 

b. format of material 

| | in written format 

| | in computer readable form 

c. time of filing/furmshing 

| | contained in the international application as filed. 

| | filed together with the international application in computer readable form. 
| | furnished subsequently to this Authority for the purposes of search. 

[ | In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto has been 
filed or furnished, the required statements that the information in the subsequent or additional copies is identical to that 
in the application as filed or does not go beyond the application as filed, as appropriate, were furnished. 



4. Additional comments: 
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WRITTEN OPINION OF THE 


International application No. 


INTERNATIONAL SEARCHING AUTHORITY 


PCT/AU2004/001487 


Box No. HI Non-establishment of opinion with regard to novelty, inventive step and ir 


dustrial applicability 


The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 


[ | the entire international application 




\X\ claims Nos: 58, 59 




because: 




| | the said international application, or the said claim Nos. 




relate to the following subject matter which does not require an international preliminary examination (specify): 


| | the description, claims or drawings (indicate particular elements below) or said claim 


> Nos. 


are so unclear that no meaningful opinion could be formed (specify): 




| [ the claims, or said claims Nos. 




are so inadequately supported by the description that no meaningful opinion could be 


formed. 


[x] no international search report has been established for said claims Nos. 58, 59 




I | the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex C of the 
Administrative Instructions in that: 


the written form Q has not been furnished 




| | does not comply with the standard 




the computer readable form [~J has not been iurnished 




does not comply with the standard 




[ the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do not comply 
with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 


| See Supplemental Box for further details. 
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WRITTEN OPINION OF THE 
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International application No. 
PCT/AU2004/001487 



Box No. IV Lack of unity of invention 



1 . [x] In res P onse t0 me invitation (Form PCT/ISA/206) to pay additional fees the applicant has : 
[x] paid additional fees 
| | paid additional fees under protest 
| | not paid additional fees 

2 . Q This Authority found that the requirement of unity of invention is not complied with and chose not to invite the 
applicant to pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rule 13.1, 13.2 and 13.3 is 
| | complied with 

[x] not complied with for the following reasons: 

Claims 1-10, 56, 57 define an actuator for a heart assist device having first and second body portions in which the first 
special technical feature is a shroud or wrap 

Claims 1 1-14 define an actuator for a heart assist device having balloon first and second body portions in which the 
second special technical feature is a bushing 

Claims 15-41 define a heart assist device having balloon first and second body portions and both the first and second 
special technical features 

This group could be considered with either of the preceding groups, but its essential features would only 
be covered if both groups were searched 

Claims 42-55 define a flexible inflatable balloon for a blood displacing heart assist device having first and second body 
portions in which the third special technical feature is a connecting body portion which is adapted to maintain a radius 
of curvature during movement of the second body portion between deflation and inflation of the balloon 

Claim 58 The scope of claim 58 is unclear because of its multiple dependencies 

Claim 59 The scope of claim 59 is unclear because of its multiple dependencies 

The features held in common by the claims are a balloon having first and second body portions which does not provide 
novelty or inventive step for the application because these features are provided by US 4881939, WO 2002/024255 and 
WO 2001/013974 as examples only amongst other citations. 

No other feature which could provide novelty or inventive step for the application as a whole is found common to all 
the groups of claims. 

Consequently the application lacks unity of invention. 



4. Consequently, this opinion has been established in respect of the following parts of the international application: 
| [ all parts 

[X] the parts relating to claims Nos. 1-57 
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Box No. V Reasoned statement un 


ier Rule 43A/s.l(a)(i) with regard to novelty, inventive step or industrial 


applicability; citations « 


md explanations supporting such statement 






1. Statement 








Novelty (N) 


Claims 10-41,44-49,51 




YES 




Claims 1-9,42,43,50,52-57 




NO 


Inventive step (IS) 


Claims 10, 26, 28, 30-33, 35-37, 39-41, 44-49, 


51 


YES 




Claims 1-9, 11-25, 27, 29, 34, 38, 42, 43, 50, 52-57, 


NO 


Industrial applicability (IA) 


Claims 1-57 




YES 




Claims 




NO 
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2. " CITATIONS AND EXPLANATIONS: 

'Dl WO 2002/024255 D2 US 4051840 

D3 WO 2000/076288 : D4 US 4881939 

D5 WO 2001/013974 D6 US 4630597 

D7 FR 2645739 D8 WO 2002/024254 
NOVELTY flSD Claims 1-9. 42. 43. 50. 52-57 



Claims 1-4, 6: The features of each of these claims are provided by each of Dl, D2, D3, D4, D7 and D8. For example 
only, in Dl, see the following features: 

Inflatable balloon having first and second body portions joined by flexure region Figure 3 

Shroud or wrap adjacent first body portion Item 28 

Peripheral extent of shroud/wrap at least equal to extent of balloon flexure Figure 3 

Shroud/wrap restrains part of first body portion at/near flexure region against displacement towards shroud/wrap past a 
predetermined limit Figure 3 

Shroud/wrap allows unrestrained displacement away from shroud or wrap Figure 3 

Similarly, D2, D3, D4, D7 and D8 provide the features of claim 1. 

The features of claims 2-4 and 6 are provided by D2, D3,D4, D7, D8 in the same manner as the above. 
Claim 5: All the features of claim 5 are provided by each of D2, D3 and D7 in the same manner as above. 
Claims 7-9: All the features of each of these claims are provided by D2 similarly to the above, claim 8 also by D7. 
Claims 42, 43, 50, 52-55: All the features of each of these claims are provided by D6 similarly to the above. 
Claims 56 and 57: All the features of each of these claims are provided by each of Dl, D3 and D8 similarly to above. 
INVENTIVE STEP OS) Claims 1-9. 42. 43. 50. 52-57 



Claims 1-9, 42, 43, 50, 52-57: Since these claims lack novelty, they also lack inventive step. 

Claims 4-7: Each of the features added by each of claims 4-7, shroud inwardly concave, elongated and elliptical, body 
portions and flexure integrally formed, formed by dip moulding, are also provided by each of D5 and D6. 

Claims 1 1-14: When D6 and D7 are read together as would be considered obvious by a person skilled in the art, all the 
features of each of these claims is disclosed. 

Claims 15-18, 21-25, 29, 34, 38: When Dl is read with D6, similarly, all the features of each of these claims is 
disclosed. 

Claims 19, 20, 27: When Dl is read with D5, similarly, all the features of each of these claims is disclosed. 
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Box No. VHI Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

The scopes of claim 58 and claim 59 are unclear because of their multiple dependencies. 
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